Minimum Timeline: 

Study Protocol, Attachments, ICF Development amd Approval Process 

(MDS Pharma Services) 


Day* -24 
-19 


Outline PM CE —> MDS Medical Writer 
1 st draft MDS -> PM CE 


-13 revised l st draft PM CE —* MDS 

-11 final draft MDS —> PM CE —* PM Legal 

-8 noon PM Legal comments to PM CE 

-6 noon final draft w/ Legal revisions PM CE —* MDS 

-4 (Wed. noon) final documents to MDS IRB 

0 (Tues.) MDS IRB review of final documents 


Task Workdays 

5 

6 
2 

3 
2 
2 

4 


* working days 


Barbara K. Zedler, M.D. 

Maria Gogova, M.D. j u j y 2 , 2003 


PM3006736915 


Source: https://www.industrydocuments.ucsf.edu/docs/hlyx0001 



Example: MARL/02/03 


Day 


-24 June 

25 

-19 July 

2 

-13 

10 

-11 

14 

-8 noon 

17 

-6 noon 

21 

-4 noon 

23 

0 

29 


Barbara K. Z edler, M.D. 

Maria Gogova, M.D. j u i y 2> 2003 


PM3006736916 


Source: https://www.industrydocuments.ucsf.edu/docs/hlyx0001 


